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1 . This international preliminary examination report has been prepared by this International Preliminary Examination Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 6 



sheets, including this cover sheet. 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



Ttiese annexes consist of a total of 



sheets. 



3. This report contains indications relating to the following items: 
Basis of tiie opinion 



Non-establishment of opinion with regard to novelty, inventive step and industrial j^plicability 



Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 



I. 




u. 


□ 


m. 


lEI 


IV. 


□ 


V. 




VI. 




VII. 




vm. 


□ 
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Form PCT/IPEA/409 (cover sheet) (July 1998) 



Authorized officer 

KRENN M. 

Telephone No. 1/53424/435 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



L Basis of the report 



International application No. 
PCT/IN 2003/000294 



regard to the elements of the international application:* 
the international application as originally filed 

the description: 

pages , as originally filed 

pages , filed with the demand 

pages , filed with the letter of , 

the claims: 

pages , as originally filed 

pages , as amended (together with any statement) under Article 19 

pages , filed with the demand 

pages , filed with the letter of 



1. With 



2. 



□ 

the drawings: 



pages 
pages 



. , as originally filed 
. , filed with the demand 
. , filed with the letter of 



n the sequence listing part of the description: 

pages , as originally filed 

, filed with the demand 

, filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the language iri 

which the mtemational application was filed, unless otherwise indicated under this item. 

These elements were available or fiimished to this Authority in the following language which is- 

the language of a translation fiimished for the purposes of international search (under Rule 23 1(b)) 

flie language of publication of the international application (under Rule 48.3(b)). 

^ ^553)"^** translation fomished for flie purposes of international preliminary examination (under Rule 55.2 and/ 

With regard to any nucleotide and/or amino add sequence disclosed in the international application, the international 
prehmmary exammation was carried out on flie basis of flie sequence listing- 
contained in the intemational application in printed form. 

□ filed together with the intemational application in computer readable form. 

□ furnished subsequently to this Authority in written form, 

□ furnished subsequently to this Authority in coniputer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond flie disclosure in the 
international application as filed has been fiimished. 

□ The ^tement that the infonnation recorded in computer readable form is identical to the written sequence listing has 
been tumished. ^ 

□ The amendments have resulted in the cancellation of: 

□ the description, pages . 

□ the claims, Nos. . 

□ the drawings, sheets/fig 



□ TJiis report has been establidied as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated m the Supplemental Box (Rule 70.2(c)).** 

* SuZT^L'iT*' '^''}'^J'^f^eenfumishedto the receiving Office in response to an invitation under Article 14 are r^erred to 
7017) ""^ -^"^^ to repoH since they do not contain amendments (Rules 70.16 and 





INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

111. Non-^stablishmpnt nf nnininn wi^K ^^^^^^ ♦ • ^ . 


Intemational ^plication No. 
PCT/IN 2003/000294 


— - — , i^^K^iu m iiuvcuy, invenave step ana inaustrial applicabilitv 

1. TTie questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious) or to be 
mdustnally applicable have not been examined in respect of: oovious;, or to be 

n the entire international application, 

claims Nos. 19-22,25,26. 
because: 

!5^.!f,!? J"*^?^"*",""' T'"'!^^"' " "'"'•^ f°"°^">g s-bj^ct matter which does not 
require an international prelinunary ratamination (specify): 

13 the description, claims or drawings (indicate particular elements below) or said claims Nos. 1 9-22 25 26 are so 
unclear that no meaningful opinion could be formed (ipec/)^: vr.^wareso 

Characterization of pharmaceutical dosage forms by their modes of administration 
IS insufficient; thus claims 19-22 resp. the dependent claims 25 and 26 were not 
considered in establishing the present examination. 

^ ^M^fZT'''"'^''°"- ^"^^"'^"•"^telysupportedbythedescriptionthatnomeaningfulopinion 
□ no international search report has been established for said claims Nos. 


Fo 


LJ the wntten form has not been furnished or does not comply with the standard. 
U the computer readable fonn has not been furnished or does not comply with the standard, 
rm PCT/IPEA/409 (Box m) (July 1998) — 
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International application No. 
PCT/IN 2003/000294 


V. Reasoned statement under Article 35(2) with regard to novelty, inventive step 
citations and explanations supporting sucli statement 


or industrial applicability; 


1 . Statement 

Novelty (N) Claims 8-14 


Yiib 


Claims 1-7,15-18,23,24 


l\\J 


Inventive step (IS) Claims ZH ' " 




Claims 1-18,23,24 




Industrial applicability (lA) Claims i-if{ O'k OA 


YES 


Claims _« 


NO 


Citations and explanations (Rule 70.7) 


As the applicant has abstained from responding to the Written Opinion, the objections 
raised therein are still maintained. 

Consequently, only claims 8-14 show the required novelty, whereas claims 1-7 15-18 23 
and 24 are not considered to be new. 

Inventiveness is denied for all examined claims, namely claims 1-18,23 and 24. 


Industrial applicability is given for claims 1-18,23 and 24. 





Form PCT/IPEA/409 (Box V) (July 1998) 
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International application No. 
PCT/IN 2003/000294 



VI. Certain documents cited 



1 . Certain published documents (Rule 70. 1 0) 



Application No. 
Patent No. 

DE 10153078 A1 



Publication date 
(day/montli/year) 

22.5,2003 



Filing date 
(day/montli/year) 

30.10.2001 



Priority date (valid claim) 
(day/month/year) 



2. Non-written disclosures (Rule 70.9) 



. J. , Date of written disclosure 
Kmd of non-wntten disclosure Date of non-written disclosure referring to non-written disclosure 
~ (dav/month/vear^ (day/month/vear^ 



Form PCT/rPEA/409 (Box VI) (July 1998) 
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yu. Certalii defects in the International application 



International application No. 
PCT/IN 2003/000294 



The following defects in the fonn or contents of the international application have been noted: 

The characterizing parts of claims 1,2,5 and 8 were not considered in establishing the 
present report, because they include insufficiently defined formulations, namely 
"..phamnaceutical composition has enhanced oral bioavailability." (claims 1,8), "..a 
pharmaceutically acceptable solubility-improved form." (claim 2) and "..high-energy 
crystalline forni of metaxalone." (claim 5). 



Form PCT/IPEA/409 (Box VII) (July 1 998) 



